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    Chapter 11   
 Report on Section II.D “Policies 
and Regulations in Mexico with Regard 
to Genetic Technology and Food Security”: 
Country Report: Mexico                     

       Claudia     Colmenarez Ortiz      and     Sol     Ortiz García    

        In 1988 the fi rst application for fi eld trials of a GMO was formally received in 
Mexico. Since then a Biosafety law, few bylaws and national offi cial standards were 
enacted in order to regulate the safe use of GMOs and to evaluate, control and avoid 
adverse effects to human health and the environment. The Law on Biosafety of 
Genetically Modifi ed Organisms was enacted in 2005 in order to comply with 
 international obligations derived from the Cartagena Protocol on Biosafety signed 
by Mexico in 2000. This law established a biosafety legal framework to regulate the 
use of GMOs, protect biodiversity, and promote the conservation of organisms 
which Mexico is center of origin and center of genetic diversity. Since then, 561 
permits for the release of GMOs into the environment have been granted between 
2005 and 2014. This report gives and overview of the country’s approach to the 
use of GMOs, the current status of the biosafety legislation in Mexico and the 
development of policies and regulations since the fi rst introduction of GM crops in 
the country. 
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    General Information 

    Research and Use of GMOs in Agricultural Production 

 Genetically modifi ed organisms were formally used in Mexican fi elds for the fi rst 
time in 1988. In this year, the fi rst application for fi eld trial release of insect resistant 
Bt tomato was presented at the General Directorate of Plant Sanitation (DGSV) at 
the Secretariat of Agriculture. 

 In 1990, the National Committee of Agricultural Biosafety (CNBA) was created 
as an advisory technical group supporting the DGSV in the assessment of applica-
tions for environmental release of genetically modifi ed crops and for advising on 
regulations and policies on the topic. 

 A signifi cant development on the legal framework in Mexico occurred through-
out the decade of the 1990s. In 1991, the new Seeds Production Certifi cation and 
Trade Law 1  regulated offi cial research for the production and benefi ts of improved 
seeds and its certifi cation. In addition, in 1994 the Federal Plant Health Law 2  
included for the fi rst time in Mexico the defi nition of transgenic material. Last but 
not least, a very signifi cant step in the biosafety legal framework was the issue of the 
Mexican Offi cial Standard NOM-056-FITO-1995, 3  which was the fi rst legal instru-
ment that regulated transgenic crops and established the phytosanitary requirements 
for fi eld tests of GMO’s. This Mexican Offi cial Standard was implemented by the 
DGSV. 

 After the entry in to force of the North America Free Trade Agreement (NAFTA) 4  
in 1994, maize exports from the United States increased in the following years in 
Mexico, including genetically modifi ed maize starting with its commercial approval 
in 1996. In 1999 the Mexican government started a  de facto moratorium  for envi-
ronmental release, including commercial planting of GM maize, but imports for 
processing and human consumption continued. 5  A year later, in 2000 the Mexican 
Government signed the Cartagena Protocol on Biosafety, adopting the  precautionary 

1   Ley sobre Producción, Certifi cación y Comercio de Semillas published in D.O.F. in July 15, 1991 
abrogated from August 14, 2007 repealed by decree published in D.O.F 15-06-2007. The Ley 
Federal sobre Producción, Certifi cación y Comercio de Semillas, published in D.O.F. in June 15, 
2007. This law replaced the fi rst Seeds Law, GMO’s and all related activities where regulated by 
the Law on Biosafety of Genetically Modifi ed Organisms published in 2005. 
2   Ley Federal de Sanidad Vegetal published in D.O.F. in January 5, 1994 last amended and pub-
lished in D.O.F on November 16, 2011. 
3   NORMA Ofi cial Mexicana NOM-056-FITO-1995, Por la que se establecen los requisitos fi tos-
anitarios para la movilización nacional, importación y establecimiento de pruebas de campo de 
organismos manipulados mediante la aplicación de ingeniería genética published in D.O.F. on July 
11, 1996. This law was cancelled on October 13, 2006 D.O.F. 
4   North America Free Trade Agreement 32 I.L.M. 289 and 605 (1993). 
5   González Aguirre, R.L, Aguilar Muñoz, E.J., 2006. Bioseguridad y Actores sociales. In 
Presentation at the 2006 Latin American Studies Association Conference, San Juan, Puerto Rico 
quoted in Mercer, K.L., Wainwright J.D., 2007. Gene fl ow from transgenic maize to landraces in 
Mexico: An analysis. Agriculture Ecosystems and Environment 123, 109–115. 
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approach as a central principle in Mexican environmental policy making. The 
 decision of the Mexican government on the  de facto moratorium  has been taken as 
an example of the implementation of the precautionary approach, however at the 
time other reasons contributed to the moratorium. 

 In 2001, a study 6  reported that maize landraces in Oaxaca, Mexico contained 
transgenes while sampling whole ears of  “criollo”  or native maize in southern 
Mexico. This research reported the presence of introgressed transgenic DNA 
 constructs on native maize landraces grown in remote mountains of this area, part of 
the Mesoamerican centre of origin and diversifi cation of this crop. 7  These fi ndings 
have triggered the debate of gene fl ow from transgenic maize in Mexico while, on 
the other hand, authorities started monitoring activities and capacity building for 
government laboratory facilities. 

 The Mexican government lifted the moratorium for experimental fi eld releases 
of GM maize in 2009. The specialized subcommittee in agriculture (SEA) was in 
charge to prepare recommendations based on risk assessment for GMOs. 

 The Law on Biosafety of Genetically Modifi ed Organisms (LBOGM) 8  was 
 published on March 18th, 2005. It has the purpose of regulating the activities of 
confi ned use, experimental release, release within a pilot program, commercial 
release, trading, importation and exportation of genetically modifi ed organisms with 
the aim of preventing, avoiding or reducing the possible risks that these activities might 
cause to human health or to the environment and to biological diversity or animals, 
plants and aquatic organisms health. 9  

 The Maize Special Protection Regime was included in the Regulations of the 
LBOGM which were published in March 19, 2008. 10  The Mexican Government 
developed a project fi nanced by the Global Environmental Facility (GEF) from 
2003 to 2005, which contributed to capacity building, among other issues, for 
 detection, identifi cation and quantifi cation of GMOs. This initial effort leads to the 
creation of a laboratory on molecular genetics at the National Institute of Ecology 
in 2007 and the National Centre for Reference and Detection of Genetically 
Modifi ed Organisms (CNRDOGM) in 2011. 11  

 In Mexico the Inter- Secretarial Commission on Biosafety and Genetically 
Modifi ed Organisms (CIBIOGEM) is an Inter- Ministerial Commission that has the 
aim of formulating and coordinating the policies of the Federal Public Administration 

6   Quist, D., Chapela I., 2001. Transgenic DNA introgressed into traditional maize landraces in 
Oaxaca, Mexico. Nature 414, 541–543. 
7   Ibid. 
8   Ley de Bioseguridad de los Organismos Genéticamente Modifi cados (LBOGM) published in 
D.O.F. March 18, 2005. 
9   Ibid., Article 1. 
10   Reglamento de la Ley de Bioseguridad de los Organismos Genéticamente Modifi cados 
(RLBOGM) published in D.O.F March 19, 2008 last amended and published in D.O.F on March 
06, 2009. 
11   National Service of Agro Alimentary Health, Safety and Quality  http://www.senasica.gob.
mx/?id=2403  accessed 10 July 2013. 
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related to the biosafety of genetically modifi ed organisms, it was created in 1999 by 
a Presidential Agreement. 12  Aside from the coordination of biosafety national 
 policies, the CIBIOGEM also coordinates the implementation of regulated activities 
with GMOs such as: production, import, export, mobilization, transport, cultivation, 
consumption, and general use of GMOs and their products. 13  

 Mexico acknowledges on its national regulatory framework, the society’s right 
of access to information. On this issue, the LBOGM offers an adequate response 
through its articles 108 and 109, which also address Article 20 of the Cartagena 
Protocol. 14  In accordance to this legal mandate, Mexico has implemented the 
National Information System on Biosafety (NISB), which includes the National 
Register of GMOs. These are hosted within the web page of the CIBIOGEM and 
managed by its Executive Secretariat. 15  Additionally, the LBOGM establishes that 
after an application for a license to release GMOs to the environment is received, 
the application will be available to the public for consultation. Any person,  including 
the governments of the federative entities where the respective release is supposed 
to take place, can express an opinion, supported technically and scientifi cally. These 
opinions will be taken into consideration by the corresponding Secretariats for the 
establishment of additional biosafety measures, in case that the license expedition 
for GMO release to the correspondent environment is issued, in the terms of the 
LBOGM. 16   

    Food/Feed Security 

 The Secretariat of Agriculture, Livestock, Rural Development, Fisheries and Food 
(SAGARPA), is a Ministry from the Federal Executive Branch of the Government 
of Mexico, which has among its objectives supplying the domestic market with 
quality food, safe and accessible from its fi elds and seas. Moreover, the Secretariat 
created the Strategic Project for Food Security (SPFS) in connection with the Food 
and Agriculture Organization’s (FAO) Special Program for Food Security. 

 The SPFS aims to improve food security and to contribute to sustainable poverty 
reduction in rural areas with high level of marginalization. The  Proyecto Estratégico 

12   Acuerdo por el que se crea la Comisión Intersecretarial de Bioseguridad y Organismos 
Genéticamente Modifi cados con el objeto de coordinar las políticas de la Administración Pública 
Federal relativas a la bioseguridad y a la producción, importación, exportación, movilización, 
propagación, liberación, consumo y, en general, uso y aprovechamiento de organismos genética-
mente modifi cados, sus productos y subproductos. Published in D.O.F. November 5, 1999. 
13   Inter-Ministerial Commission on Biosafety and Genetically Modifi ed Organisms  http://www.
cibiogem.gob.mx/Paginas/default.aspx  accessed 10 July 2013. 
14   Cartagena Protocol on Biosafety to the Convention on Biological Diversity 2226 U.N.T.S. 208; 
39 ILM 1027 (2000); UN Doc. UNEP/CBD/ExCOP/1/3, at 42 (2000). 
15   Inter-Secretarial Commission on Biosafety and Genetically Modifi ed Organisms  http://www.
cibiogem.gob.mx/eng/NISB/Paginas/default.aspx  accessed 25 September 2013. 
16   LBOGM Article 33. 
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para la Seguridad Alimentaria  (PESA) 17  in Mexico is promoted with technical 
 support from the Food and Agriculture Organization of the United Nations. 18  

 In Mexico transgenic crops like cotton and soy have been cultivated since 20 
years ago. The objective of the Law on Biosafety of Genetically Modifi ed Organisms 
and its Regulations 19  is to regulate the choice of agricultural production. In the case 
that this choice involves GMOs, environmental protection, human health, aquatic 
plant and animal health shall be guaranteed. The Inter-secretarial Commission on 
Biosafety of Genetically Modifi ed Organisms in Mexico considers that transgenic 
crops represent one more option in agricultural production like the cases of the 
transgenic crops that are used in Mexico nowadays. In the case of transgenic cotton 
and soy cultivated in Mexico, preliminary data demonstrate a decrease on the use of 
pesticides and herbicides respectively. 20  The Mexican Government supports different 
types of agricultural production (conventional, organic, genetically modifi ed etc.). 
However, any choice of agricultural production shall be adequate to the different 
conditions, soil production and productive vocation capacities. 21   

    Legal Structure and Policy Concepts 

 In Mexico the Constitution guarantees the right to food which is defi ned in the 
Mexican Constitution as follows: “Every person has the right to nutritional, suffi -
cient and quality nourishment. The State shall guarantee this”. 22  In addition to the 
constitutional basis related to food security, the Constitution establishes the right to 
a healthy environment and addresses responsibility for damages and deterioration 
of the environment. 23  The LBOGM establishes that the State has the obligation of 
guaranteeing the right of every person to live in an adequate environment for his 
nourishment, health, development and wellness. 24  

 With the aim of protecting the environment and biological diversity, the Mexican 
State must adopt the precautionary approach in agreement with its capacities and 

17   Strategic Project for Food Security, see  http://www.pesamexico.org/ 
18   Secretariat of Agriculture, Livestock, Rural Development, Fisheries and Food  http://www.
sagarpa.gob.mx/desarrolloRural/AsistenciaCapacitacion/Paginas/pesa.aspx  accessed 14 June 
2013. 
19   Law on Biosafety of Genetically Modifi ed Organisms 18 March 2005  http://www.diputados.gob.
mx/LeyesBiblio/ref/lbogm.htm  and REGULATIONS to the Genetically Modifi ed Organisms 
Biosafety Law 6 March 2009  http://www.diputados.gob.mx/LeyesBiblio/regla.htm 
20   See Traxler G., Godoy-Avila S. Transgenic Cotton in Mexico, AgBioForum, 7(1&2): 57–62, 
2004. 
21   Intersecretarial Commission on Biosafety of Genetically Modifi ed Organisms  http://www.cibio-
gem.gob.mx/Paginas/FAQs.aspx  accessed 14 June 2013. 
22   Constitución Política de los Estados Unidos Mexicanos Article 4 (III). Published in 
D.O.F. February 5, 1917 last amended and published in D.O.F. October 8, 2013. 
23   Constitution of Mexican United States Article 4 (IV). 
24   LBOGM Article 9 (II). 
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taking into consideration the compromises established in international conventions 
and agreements in which the United Mexican States is a participant. In cases of 
severe or irreversible damage, the lack of absolute scientifi c certainty must not be 
the reason for deferring the adoption of effective measures to prevent the degrada-
tion of the environment and biological diversity. Such measures shall be adopted in 
conformity with the previsions and administrative procedures established in the 
LBOGM. 25  Furthermore, in the application of this law, is established in its Article 9 
that the Mexican State acts in a cautious and prudent manner and based on scientifi c 
and technical foundations to prevent, reduce and avoid the possible risks that the 
activities with GMOs may originate to human health or to the environment and 
biological diversity. 26   

    Outline of the Relevant Laws and Regulations 

    National Regulatory Laws and Complementary Legal Instruments 

•     Political Constitution of the Mexican United States. 27   
•   Law on Biosafety of Genetically Modifi ed Organisms. 28   
•   Regulations to the Genetically Modifi ed Organisms Biosafety Law. 29   
•   Agreement to determine Maize Centres of Origin and Maize Centres of Genetic 

Diversity. 30   
•   Agreement to determine information related to activities of contained use of 

GMOs. 31   
•   CIBIOGEM’s Internal Regulations. 32   
•   CIBIOGEM’s Operational Regulations. 33   

25   Ibid Article 9 (IV). 
26   Ibid Article 9 (XV). 
27   Constitución Política de los Estados Unidos Mexicanos published in D.O.F February 5, 1917. 
Last amended and published in D.O.F. October 8, 2013. 
28   Ley de Bioseguridad de Organismos Genéticamente Modifi cados published in D.O.F. March 18, 
2005. 
29   Reglamento de la Ley de Bioseguridad de Organismos Genéticamente Modifi cados published in 
D.O.F March 19, 2008. Last amended and published in D.O.F March 6, 2009. 
30   Acuerdo por el que se determinan los Centros de Origen y Centros de Diversidad Genética del 
Maíz published in D.O.F. November 2, 2012. 
31   Acuerdo por el que se determina la información y documentación que debe de presentarse en el 
caso de realizar actividades de utilización confi nada y se da a conocer el formato único de avisos 
de utilización confi nada de organismos genéticamente modifi cados published in D.O.F. April 15, 
2011. 
32   Reglamento de la Comisión Intersecretarial de los Organismos Genéticamente Modifi cados pub-
lished in D.O.F. November 28, 2006. 
33   Acuerdo por el que se expiden las Reglas de Operación de la Comisión Intersecretarial de los 
Organismos Genéticamente Modifi cados published in D.O.F. December 5, 2007. 
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•   Offi cial Mexican Standard NOM-164-SEMARNAT/SAGARPA-2013, That 
establishes the characteristics and content of the results report of the environ-
mental releases of genetically modifi ed organisms in relation to their likely risks 
to the environment and biological diversity and additionally to animal, aquatic 
and plant health. 34   

•   Operational Rules of the “Fund to Support and Develop Scientifi c and Technological 
Research in Biosafety and Biotechnology” ( FONDO CIBIOGEM ). 35   

•   Regulations of the Mexican Network for Monitoring of Genetically Modifi ed 
Organisms. 36   

•   Law on Science and Technology. 37   
•   CONACYT’s (National Council on Science and Technology) Organic Statute. 38   
•   Federal Animal Health Law. 39   
•   Federal Plant Health Law. 40   
•   Law of Organic Products. 41   
•   Regulations to the Law of Organic Products. 42   
•   Federal Law on the Production Certifi cation and Trade of Seeds. 43   
•   Law of Sustainable Rural Development. 44   

34   NORMA Ofi cial Mexicana NOM-164-SEMARNAT/SAGARPA-2013, Que establece las 
 características y contenido del reporte de resultados de la o las liberaciones realizadas de organis-
mos genéticamente modifi cados, en relación con los posibles riesgos para el medio ambiente y la 
diversidad biológica y, adicionalmente, a la sanidad animal, vegetal y acuícola.  http://www.cona-
cyt.gob.mx/cibiogem/images/cibiogem/normatividad/vigente/2014_01_03_MAT_semarnat.pdf 
35   Reglas de Operación del Fideicomiso denominado “Fondo para el fomento y apoyo a la investig-
ación científi ca y tecnológica en Bioseguridad y Biotecnología” FONDO CIBIOGEM aproved and 
issued in February 12, 2009 by agreement No.AS-XXVII-07/09. 
36   Reglas de operación y funcionamiento de la Red Mexicana de Monitoreo de los Organismos 
Genéticamente Modifi cados issued June 23, 2009  http://www.cibiogem.gob.mx/Norm_leyes/
Documents/REGLAS_OPERACION_REDMONITOREO.pdf  acceded 28 November 2013. 
37   Ley de Ciencia y Tecnología published in D.O.F. June 5, 2002. Last amended and published in 
D.O.F. January 28, 2011. 
38   Estatuto Orgánico del Consejo Nacional de Ciencia y Tecnología published in D.O.F. June 10, 
2010. 
39   Ley Federal de Sanidad Animal published in D.O.F. July 25, 2007. Last amended and published 
in D.O.F. June 7, 2012. 
40   Ley Federal de Sanidad Vegetal published in D.O.F. January 5, 1994. Last amended and pub-
lished in D.O.F. November 16, 2011. 
41   Ley de Productos Orgánicos published in D.O.F. February 7, 2006. 
42   Reglamento de la Ley de Productos Orgánicos published in D.O.F. April 1, 2010. Errata 
D.O.F. April 8, 2010. 
43   Ley Federal de Producción Certifi cación y Comercio de Semillas published in D.O.F. June 15, 
2007. 
44   Ley de Desarrollo Rural Sustentable published in D.O.F. December 7, 2001. Last amended and 
published in D.O.F. January 12, 2012. 
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•   Agreement to create the Scientifi c Technical Committee of The Secretariat of 
Agriculture, Livestock, Rural Development, Fisheries and Food, on Genetically 
Modifi ed Organisms. 45   

•   Notice of Annulment of the Offi cial Mexican Standard 
NOM-056-FITO-1995. 46   

•   Agreement to delegate specifi c powers and functions between directorates of the 
Secretariat of Agriculture. 47   

•   Model Guidelines to apply for a permit for Experimental Release of Genetically 
Modifi ed Maize. 48   

•   Guidelines to fi ll in an application for permit for experimental release to the 
environment of Genetically Modifi ed Organisms. 49   

•   General Law of Ecological Equilibrium and Environmental Protection. 50   
•   Regulations to the General Law of Ecological Equilibrium and Environmental 

Protection regarding environmental impact assessments. 51   
•   General Law on Sustainable Forest Development. 52   
•   General Health Law. 53   
•   Regulations for Sanitary Control of Products and Services. 54   

45   Acuerdo por el que se crea el Comité Técnico Científi co de la Secretaría de Agricultura, 
Ganadería, Desarrollo Rural, Pesca y Alimentación en materia de organismos genéticamente 
 modifi cados published in D.O.F. June 22, 2009. 
46   Aviso de cancelación de la Norma Ofi cial Mexicana NOM-56-FITO-1995, Por la que se establ-
ecen los requisitos fi tosanitarios para la movilización nacional, importación y establecimiento de 
pruebas de campo de organismos manipulados mediante la aplicación de ingeniería genética, 
 publicada el 11 de Julio de 1996 published in D.O.F June 22, 2009. 
47   Acuerdo por el que se delegan en el titular del Servicio Nacional de Sanidad, Inocuidad y Calidad 
Agroalimentaria y en sus directores generales de Salud Animal, salud Vegetal e Inocuidad 
Alimentaria, Acuícola y Pesquera, las facultades y funciones que se indican, published in 
D.O.F. June 22, 2009. 
48   Guía Modelo para la Solicitud de Permiso de Liberación Experimental de Maíz Genéticamente 
Modifi cado, published June 9, 2012 and Guía Modelo para la Solicitud de Permiso de Liberación 
al Ambiente de Maíz Genéticamente Modifi cado en Programa Piloto published May 14, 2013 
 http://www.cibiogem.gob.mx/Norm_leyes/Paginas/default.aspx  acceded 29 November 2013. 
49   Guías para la Integración de Solicitudes de Permiso de liberación al Ambiente de Organismos 
Genéticamente Modifi cados published in May 9, 2013  http://www.cibiogem.gob.mx/Norm_leyes/
Paginas/default.aspx  acceded 29 November 2013. 
50   Ley General de Equilibrio Ecológico y Protección al Ambiente published in D.O.F. January 28, 
1988. Last amended and published in D.O.F. November 5, 2013. 
51   Reglamento de la Ley General de Equilibrio Ecológico y la Protección al Medio Ambiente en 
Materia de Evaluación de Impacto Ambiental published in D.O.F. April 26, 2012. Errata published 
in D.O.F. April 27, 2012. 
52   Ley General de Desarrollo Forestal Sustentable published in D.O.F. February 25, 2003.Last 
amended and published June 7, 2013. 
53   Ley General de Salud published in D.O.F. February 7, 1984 last amended and published in 
D.O.F. April 24, 2013. 
54   Reglamento de Control Sanitario de Productos y Servicios published in D.O.F. August 9, 1999. 
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•   Regulation on Health Inputs. 55   
•   Regulations to the General Health Law on Publicity. 56   
•   Regulations to the General Health Law on Health Research. 57   
•   Federal Penal Code. 58   
•   Federal Law on Environmental Liability. 59      

    International Law 

•     The Convention on Biological Diversity, adopted on 29 January 2000, entered 
into force on 29 December 1993. 60   

•   Cartagena Protocol on Biosafety to the Convention on Biological Diversity 
adopted on 29 January 2000, entered into force on 11 September 2003. 61   

•   Nagoya Kuala Lumpur Supplementary Protocol on Liability and Redress, 
adopted 16 October 2010. 62        

    Approval Systems 

    Requirements Contained Use of GMO’s 

    Conditions of Use 

 Confi ned use includes those activities in which the genetic material of an organism 
is modifi ed or, once done, this modifi ed living organism is cultivated, stored, used, 
processed, transported, traded, destroyed or eliminated as long as in the undertaking 
of these activities physical barriers are employed, or a combination of these and 
chemical or biological barriers, with the aim of limiting in an effective manner its 

55   Reglamento de Insumos para la Salud published in D.O.F. January 2, 2008. Last amended and 
published in D.O.F. October 9, 2012. Last amended and published in D.O.F. October 19, 2011. 
56   Reglamento de la Ley General de Salud en materia de Publicidad published in D.O.F. May 4, 
2000. Last amended and published in D.O.F. January 19, 2012. 
57   Reglamento de la Ley General de Salud en materia de investigación para la Salud  http://www.
cibiogem.gob.mx/Norm_leyes/Documents/normatividad-SSA/071006RLSMIS.pdf  acceded 
November 24, 2013. 
58   Código Penal Federal published in D.O.F. August 14, 1931. Las amended and published in 
D.O.F. October 30, 2012. 
59   Ley Federal de Responsabilidad Ambiental published in D.O.F. July 7, 2013. 
60   Mexico signed the Convention on Biological Diversity in June 13, 1992 ratifying in March 11, 
1993.  http://www.cbd.int/convention/parties/list/  acceded 27 September 2013. 
61   Mexico signed the Cartagena Protocol in May 24, 2000 ratifying in August 27, 2002.  http://bch.
cbd.int/about/countryprofi le.shtml?country=mx  acceded 27 September 2013. 
62   Mexico signed the Nagoya-Kuala Lumpur Supplementary Protocol in March 12, 2012 ratifying 
in September 26, 2012.  http://bch.cbd.int/protocol/parties/#tab=1  acceded 27 September 2013. 
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contact with the population and the environment. 63  The confi ned utilisation of 
GMOs may have the following purposes: teaching, scientifi c and technological 
research, industrial use and trading. 64   

    Notifi cation Requirements 

 The following activities require a notifi cation:

    I.    GMOs handled, originated and produced for teaching purposes or for scientifi c 
and technological research;   

   II.    The integration of the internal biosafety commissions, including the name of 
the person or persons responsible of such commissions;   

   III.    The fi rst time a laboratory or facility is used for teaching or for scientifi c and 
technological research in which GMOs are handled, originated or produced;   

   IV.    The production of GMOs for industrial processes, and   
   V.    The fi rst time specifi c facilities are used for the GMO production referred. 65      

 The LBOGM establishes a notifi cation requirement for the importation of 
GMOs to be used in a confi ned facility for industrial or commercial purposes, in the 
following cases:

    I.    GMOS not requiring a permit, given that they will be exclusively used in a con-
fi ned manner, and therefore, are not imported to be released to the environment, 
and   

   II.    GMOs not requiring sanitary authorisation given that they will not be for human 
use or consumption of for public health aims. 66       

    Authorisation Requirements 

 The confi ned utilisation of GMOs and the importation of such organisms for this 
activity can be carried out when the internal commission of biosafety or the importer 
presents the respective notifi cation to the relevant Secretary. Once the notifi cation is 
presented, the relevant Secretary may determine, in a specifi c case, and based upon 
scientifi c and technical evidence that: the activity must be suspended, the adoption 
and implementation of additional biosafety measures for that case, or the prohibi-
tion of the confi ned utilisation of a determined genetically modifi ed organism or its 
importation for this activity. 67    

63   LBOGM Article 3 (XXXIV). 
64   Ibid Article 73. 
65   Ibid Article 79. 
66   LBOGM Article 80. 
67   Ibid Articles 83–84. 
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    Requirements for Releases of GMOs into the Environment 

    Requirements for Research and Development Purposes 

   Conditions of Use 

 Mexico implements a step by step approach for release in to the environment of 
GMO’s based on three stages: (i) experimental release (ii) release in a pilot program 
and (iii) commercial release. This is a procedure for approval of permits for the 
release of GMO’s in to the environment. However, this approach refers from small 
scale release to different scales of fi eld testing and pre-commercial release. The 
permit for the commercial release to the environment of a determined GMO entails 
the authorisation for its commercialization and trading of such organism and the 
products containing it, in the terms of the LBOGM. 68  

  Experimental Release (Field Trial)     The introduction, intentional and permitted, 
into the environment of a genetically modifi ed organism or a combination of them, 
in which containment measures have been adopted, such as physical barriers, or a 
combination of these with chemical or biological barriers, should limit their contact 
with the population and the environment. This introduction is exclusively for exper-
imental purposes, in the terms and conditions within the respective permit. 69   

  Release Within a Pilot Program (Pre-commercial Stage)     The introduction, inten-
tional and permitted, into the environment of genetically modifi ed organisms or a 
combination of them, with or without containment measures, such as physical bar-
riers or a combination of these with chemical and biological barriers, should limit 
their contact with the population and the environment. This introduction is previous 
to the commercial release of such organism or group of organisms, within the autho-
rised areas and in the terms and conditions contained in the respective permit. 70   

  Commercial Release     The introduction, intentional and permitted into the environ-
ment of a genetically modifi ed organism or a combination of them, without the 
adoption of containment measures such as physical barriers, or a combination of 
these with biological or chemical barriers, should limit their contact with the 
 population and the environment. This introduction has commercial, production, 
bioremediation, and industrial purposes, or others different from experimental 
release and release within a pilot program, in the terms and conditions issued in the 
respective permit. 71    

68   Ibid Article 59. 
69   Ibid Articles 3 (XVII). 
70   Ibid Articles 3 (XVIII). 
71   LBOGM Article 3 (XVI). 
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   Notifi cation and Authorisation Requirements 

  Experimental Release (Field Trial)     Permit applications for the experimental release 
of GMOs to the environment, including their importation for this activity, must be 
accompanied by the following information: 

     I.    Characterization of the GMO, in which it must be considered what is estab-
lished in the offi cial Mexican norms derived from the LBOGM for each case;   

   II.    Identifi cation of the zone where GMOs are to be experimentally released, 
including the specifi cations about the total area in which the release will take 
place,   

   III.    A study of the possible risks that the release of GMOs could have on the envi-
ronment and on the biological diversity. Furthermore, in those cases in which 
SAGARPA has competence, the study must include possible risks that the 
liberation of such organisms could cause to the health of animals, plants or 
aquatic organisms;   

   IV.    The measures and procedures for monitoring the activity and biosafety that 
will be carried out when the activity takes place and those after the release;   

   V.    In its case, the preceding GMO release information from other countries;   
   VI.    In its case, the considerations, concerning the risks of available alternative 

technologies to treat the problem for which the genetically modifi ed organism 
to be released was built, will be presented, and   

   VII.    The information determined, for each case, by the Mexican Offi cial Norms 
derived from the LBOGM. 72  Additionally to the requirements of the LBOGM, 
the application for a permit for experimental release of a GMO shall include 
the information required for this purpose in the Regulations to the LBOGM, 
particularly the ones in Article 16. 73       

 In order to obtain a permit for experimental release to the environment, it is a 
requirement to have the GMO authorisation issued by the Secretariat of Health in 
accordance with the LBOGM, when such organism is destined for public health 
purposes or for bioremediation, or if it is a GM maize. The interested person may 
start the procedures to obtain such license from the competent Secretariat, but the 
permit will not be issued until the authorisation from the Secretariat of Health is 
granted. 74  

 In addition to what is previously established, the persons interested in the impor-
tation of GMOs for their experimental release into the environment, must enclose 
with their application the information and documentation granting that the GMO is 
permitted under the legislation of the country of origin, at least for its release in an 

72   Ibid Art. 42. 
73   RLBOGM Art. 16 (I a-t). 
74   Ibid. 
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experimental stage, enclosing for such effects the authorisation or offi cial documen-
tation that supports this situation. 75  

  Pilot Program (Pre-commercial Stage)     The application of a permit to carry out the 
release of a GMO to the environment within a pilot program, including its importa-
tion for this activity, must be accompanied by the following information: 

     I.    The permit for the experimental release of a determined GMO;   
   II.    Reference and considerations on the report of the results of the experimental 

release or releases in relation to the possible risks to the environment and bio-
logical diversity, and additionally, to animal, plant and aquatic organisms health 
in the cases in which SAGARPA is the competent institution in accordance 
with the LBOGM;   

   III.    Information relative to the following:

    (A)    The total amount of GMO to be released;   
   (B)    Handling conditions given to the GMO, and   
   (C)    Identifi cation of the zones where the GMO is to be released, including a 

specifi cation of the area or total areas where the release will take place.       

   IV.    Monitoring and biosafety measures to be undertaken during and posterior to the 
release of such activity, and   

   V.    The information that for each case is determined by the Mexican Offi cial Norms 
derived from the LBOGM. 76  The former with the aim that the corresponding 
Secretariats have the information available to perform the analysis and assess-
ment of the possible risks to the environment and biological diversity or to the 
health of animals, plants and aquatic organisms according to the terms of the 
LBOGM.      

 Furthermore, in order to obtain the permit for the release to the environment 
within a pilot program, it will be a requirement that the applicant has the authorisa-
tion of the Secretariat of Health for the specifi c GMO in accordance with the 
LBOGM when such organism is meant to be for human use or consumption. The 
interested person could start the administrative procedures to obtain such license in 
the competent Secretariat, but this will not be granted until the person gives proof of 
the authorisation from the Secretariat of Health in the respective fi le. Additionally 
to the requirements of the LBOGM the application for a permit for a pilot program, 
of a GMO will include the information required for this purpose in the Regulations 
to the LBOGM. 77  

75   Law on Biosafety of Genetically Modifi ed Organisms Article 43. 
76   Ibid Art.50. 
77   RLBOGM Art.17. 
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  Commercial Release     The authorisation application to undertake the commercial 
release of GMOs to the environment, including its importation for this activity, must 
be accompanied by the following information: 

     I.    The permits for the releases, experimental and within a pilot program, of the 
determined GMO;   

   II.    The reference and considerations on the reports with the results of the experi-
mental release and release in a pilot program that had been carried out, in the 
terms of the licenses referred in the former fraction;   

   III.    Specifi c instructions and recommendations for the storage, transport, and in its 
case, handling;   

   IV.    In its case, the conditions for its release and trading;   
   V.    In its case, the presentation of the considerations on the risks of the available 

alternative technologies to contend with a problem for which the GMO to be 
released was designed;   

   VI.    In its case, the information the applicant has available on data or results related 
to the trading of the determined GMO in other countries, and   

   VII.    The additional information determined by the Mexican Offi cial Norms derived 
from the LBOGM. The former with the aim that the corresponding Secretaries 
have the information available to perform the analysis and assessment of the 
possible risks to the environment and biological diversity or to the health of 
animals, plants and aquatic organisms. 78       

 The interested persons in the importation of GMOs for commercial release, 
besides what is established in the previous article, must enclose the information and 
documentation proving that the GMO is authorised for its trading in accordance 
with the legislation of the country of origin, and for this matter must include the 
authorisation or offi cial documentation supporting this situation. 79    

    Place in to the Market 

  Trading or Commercialization     The introduction into the market of genetically 
modifi ed organisms to be distributed and consumed as products or merchandises, 
without having the intention of releasing them into the environment, independent of 
its lucrative character and of the legal title under which it is made. 80     

78   LBOGM Article 55. 
79   Ibid Article 56. 
80   See supra the authorisation to place in to the market is granted with the authorisation for the com-
mercial release of GMOs. 
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    Requirements for Applying GMOs in Food or Feed 

    Conditions of Use 

 GMO’s destined for the processing of foods for human consumption are subject to 
authorisation. For the effects of the LBOGM, GMOs will also be considered for 
human use or consumption when though they are for animal utilisation may be 
directly used for human consumption. 81   

    Authorisation 

 The application for a GMO authorisation must be accompanied by the following 
requirements:

    I.    The study of the possible risks that the use or consumption by humans of the 
determined GMO might have on human health, including scientifi c and techni-
cal information related to its innocuousness, and   

   II.    Other requirements determined in the Mexican offi cial norms derived from the 
LBOGM.     

 The guidelines, criteria, characteristics and requirements of the studies on the 
possible risks that GMOs might have on human health will be determined by the 
Secretariat of Health in the Mexican offi cial norms issued in accordance with the 
LBOGM. 82  

 In the case of applications of GMO authorisations to allow its importation for the 
purposes of GMO’s destined for the processing of foods for human consumption, 
the interested person must enclose the information and documentation demonstrat-
ing that the GMO is authorised in conformity with the legislation of the country of 
origin. If this is not the case, the interested person will have to declare the inexis-
tence of such situation and present elements to the Secretariat of Health may use as 
foundations to resolve the authorisation application. 83  

 Once the Secretariat of Health receives an authorisation application, and pro-
vided that it complies with all the information and requirements established in the 
LBOGM, it will remit it to the Registry to be inscribed and published. 84  The 
Secretariat of Health will issue its resolution once it has analysed the information 
and documentation provided by the interested person. 85    

81   Law on Biosafety of Genetically Modifi ed Organisms Article 91. 
82   Law on Biosafety of Genetically Modifi ed Organisms Article 92. 
83   Ibid Article 93. 
84   Ibid Article 94. 
85   Ibid Article 95. 
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    Threshold Values 

 Mexico’s Biosafety Law and the Implementation Rules do not specify a threshold 
limit for Genetically Modifi ed seeds. In Mexico the Offi cial Mexican Standards 
(NOMs) are binding technical regulations. These NOMs regulate products, pro-
cesses or services, when these may pose a risk to persons, animals, plants or the 
environment. SAGARPA published on May 30, 2014 the Offi cial Mexican Standard 
NOM-001-SAG/FITO-2013 86 ; the objective of this NOM is to establish the criteria, 
procedures and specifi cations, for the development of guidelines for varietal descrip-
tion, and regulations for determining the quality of planting seeds according to 
international standards. Moreover, the Federal Plant Variety Law and the Federal 
Law of Production Certifi cation and Seed Trade both establish that a Mexican 
Offi cial Standard should be the regulatory instrument that should establish the cri-
teria, procedures and specifi cations for the development of guidelines for varietal 
description, and regulations for determining the quality of planting seeds.  

    Restrictions on GMO Environmental Release 

 The Law on Biosafety of Genetically Modifi ed Organisms in its fourth title specifi es 
the restricted zones. 87  Furthermore, the Regulations to the Genetically Modifi ed 
Organisms Biosafety Law and the Agreement to determine Maize Centres of Origin 
and Maize Centres of Genetic Diversity, will also apply together with the agree-
ments on the designation of a protected area and precautionary measures estab-
lished by the Secretariat of Environment and National Resources (SEMARNAT) 
and SAGARPA.

    (a)    Centre of Origin and Genetic Diversity 
 In Mexico the restricted areas for the environmental release of GMOs are (i) 

centres of origin or genetic diversity (ii) natural protected areas (iii) GMO free 
zones. 

 The release of GMOs is permitted 88  in restricted areas when the GMOs 
intended to be released are distinct from native animal and plant species pro-
vided that these releases do not cause any negative effects on human health or 
biological diversity. 

 How to determine a centre of origin and genetic diversity will be agreed 
jointly between SAGARPA and SEMARNAT based on the information in their 
data or in their database including the National Statistics and Geography 

86   Norma Ofi cial Mexicana NOM-001-SAG/FITO-2013, Por la que se establecen los criterios, 
 procedimientos y especifi caciones para la elaboración de guías para la descripción varietal y reglas 
para determinar la calidad de las semillas para siembra. Published in D.O.F. May 30, 2014. 
87   Law on Biosafety of Genetically Modifi ed Organisms Title IV Articles 86–90. 
88   LBOGM Art.88. 
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 Institute, National Institute of Forestry and Agriculture Research, the National 
Institute for Ecology and Climate Change, the National Commission for the 
Use and Knowledge of Biodiversity and the National Forestry Commission and 
international treaties and agreements related. 89  In centres of origin and genetic 
diversity of animal and plant species, releases of GMOs will be permitted only 
when these GMOs are different from the native species, and provided that this 
release will not affect human health or biological diversity.   

   (b)    Natural Protected Areas 
 In natural protected areas activities with GMOs will only be permitted for 

bioremediation purposes in the cases that plagues or polluters could put at 
 danger the existence of animal, aquatic or plant species and these GMOs where 
specifi cally created to avoid or combat that situation. However, activities with 
GMOs are banned in core areas of the Natural Protected Areas.   

   (c)    GMO-free zones 
 GMO-Free zones may be established for the protection of organic agricul-

tural  products and others of interest to the soliciting community, in agreement 
with the following general guidelines:

    I.    The GMO-free zones will be established when GMOs of the same species to the 
ones resulting from production of organic agricultural products coincide, and 
when it is scientifi cally and technically demonstrated that their coexistence is not 
viable or that they would not comply with the normative requirements for their 
certifi cation.   

   II.    Such zones will be determined by SAGARPA by means of agreements to be 
published in the Federal Offi cial Journal, with a previous dictate from 
CIBIOGEM, and the opinion of the National Commission for the Understanding 
and Utilisation of Biodiversity, taking into consideration what is established in 
the Mexican Offi cial Standards relative to organic agricultural production.        

      Implementation and Enforcement 

 Infractions to the precepts of the Law on Biosafety of Genetically Modifi ed 
Organisms, 90  its rules and regulations and to the Mexican Offi cial Standards derived 
from it will be sanctioned administratively by the competent Secretaries with one or 
more of the following sanctions:

•    Administrative fi nes.  
•   Temporal or defi nitive closure, partial or total, of the facilities where infractions 

were committed whenever: (A) The infractions cause possible risks or adverse 
effects to human health, or to biological diversity, or to the health of animals, 

89   Ibid Art. 86. 
90   LBOGM Article 120. 
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plants or aquatic organisms; (B) The infringer did not comply with the terms or 
conditions established by the competent Secretaries, nor with the security 
 measures or those of urgent application ordered by the Secretaries, or (C) The 
non- compliance of one or more of the security or of urgent application measures, 
implemented by the competent Secretaries, is reiterative.  

•   The confi scation of the instruments, exemplars, obtained organisms or products 
directly related to the committed infractions;  

•   The suspension or revocation of the corresponding permits and authorisations. 
Administrative arrest up to 36 h.  

•   Prohibition of the experimental release, release within a pilot program or the 
commercialization of GMOs and products containing them.      

    Labelling Regime 

    Labelling 

 Genetically Modifi ed Organisms or products containing genetically modifi ed organ-
isms, authorised by the Secretariat of Health given their innocuousness in the terms 
of the LBOGM and to be used directly for human consumption, must guarantee the 
explicit reference of “genetically modifi ed organisms” and indicate in the label 
information regarding their food composition or their nutritious properties. This 
applies when these characteristics are signifi cantly different from the respective 
conventional products; compliance is required with the additional general labelling 
requirements in accordance to the Mexican Offi cial Standards issued by the 
Secretariat of Health in agreement with what is established in the General Health 
Law and its regulatory provisions, with the participation of the Secretary of 
Economy. 91   

    Legislation Addressing Labelling Fraud 

 The evaluation with conformity of such Mexican Offi cial Standards must be carried 
out by the Secretary of Health, Secretary of Agriculture, Livestock, Rural 
Development, Fisheries and Food and the Secretary of Economy in the fi eld of their 
respective competences, and the accredited and approved persons in agreement with 
what is established in the Federal Law on Metrology and Normalization depending 
of the NOM applying to the case. 92    

91   LBOGM Article 101. 
92   Ibid Article 101 para. 4. 
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    Liability 

    Genetic Technology 

    Federal Law on Environmental Liability (LEL) 

 The Federal Law on Environmental Liability (LEL) entered into force in July 
2013. 93  At the same time, the LEL amended some procedural provisions in few 
federal laws. The most signifi cant amendments were made to the General Law for 
Ecological Equilibrium and Environmental Protection, specifi cally, new procedural 
rules on compensation and restoration to allocate environmental liability according 
to the LEL. 94  The LEL aims to provide a legal framework to address environmental 
damage, recognizing the difference between economic damage (traditional damage) 
and pure ecological damage. 95  

 Scope of the regime.– 
 The LEL regulates liability arising from environmental damage, restoration and 

compensation when it proceeds according to the judicial procedures provided in the 
Federal Constitution. 96  

 Standards of liability.– 
 The LEL imposes strict and fault based liability for those who cause damage to 

the environment. Fault based liability will be triggered in case of breach of statutory 
duty. 97  A person that causes environmental damage when the latter is caused by any 
of the activities listed in Article 12 98  will be held strictly liable for environmental 
damage. 

 Defi nition of Environmental damage.– 
 Environmental damage is defi ned as: “The measurable adverse loss, deteriora-

tion, detriment, affectation, or modifi cation of the chemical, physical or biological 
conditions of habitats, ecosystems, natural elements and resources, as well as of the 
interaction relationships and the environmental services provided by the same.” 99   

    Law on Biosafety of Genetically Modifi ed Organisms 

 As established  supra , the entry into force of the LEL amended some provisions of 
the most important environmental regulations. However, the Law on Biosafety of 
Genetically Modifi ed Organisms remained without any changes. The LBOGM 

93   Federal Law on Environmental Liability DOF 7-06-2013. 
94   General Law for Ecological Equilibrium and Environmental Protection Art. 168–169,176. 
95   Federal Law on Environmental Liability Art.1 para.3. 
96   Federal Law on Environmental Liability Article 1 para.1. 
97   Ibid Article 11. 
98   Ibid Article 12. 
99   Id. 
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addresses civil liability for damage against persons, and goods for GMO-related 
activities as follows: “Any person, having plain knowledge that he/she is dealing 
with GMOs, causes damage to third persons in his/her assets or health, by the 
 misuse or mishandling of such organisms will be held responsible and obliged to 
compensation in the terms of the federal civil legislation. 100  

 In addition, the LBOGM deals with environmental damage under the same 
 article providing that the same obligation will assume the person that causes dam-
age to the environment or biological diversity, by the misuse or mishandling of 
GMOs. Moreover, the provisions laid down in Article 203 of the General Law for 
the Ecological Equilibrium and the Protection of the Environment, will apply. These 
provisions establish the obligation to compensate in conformity with the applicable 
civil legislation. 101  

 Finally, administrative sanctions will be implemented without detriment, in its 
case, of the punishments corresponding to acts or omissions constitutive of infractions 
to this Law, when theses constitute of punishment in accordance with the applicable 
provision in the Federal Penal Code. 102    

    Product Liability 

 The health control of derived products and confi ned productive processes in which 
GMOs intervene, for human or animal usage and consumption, are subject to the 
provisions in the General Health Law and its rules and regulations applicable to all 
products and processes. 103  Moreover, the General Health Law establishes that the 
Secretary of Health might be notifi ed in all the cases of use of GMOs and their 
products for human consumption. Furthermore, all the specifi cations, characteris-
tics and labelling of these products will be established in the relevant Offi cial 
Mexican Standards. 104    

    Summary 

 Under Mexico’s Biosafety Law and its Implementation Rules a methodological 
approach  Step by step  is established in which all GMOs to be commercially released 
must be previously submitted to satisfactory tests concerning risks studies, assess-
ment of risks and reports of the results applicable to the undertaking of activities of 

100   LBOGM Article 121 para. 1. 
101   Id. 
102   LBOGM Article 121 para. 7. 
103   Law on Biosafety of Genetically Modifi ed Organisms Article 6 (IV). 
104   General Health Law Article 282 bis (1–2). 
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experimental release and release within a pilot program of the determined  organisms, 
in the terms of the LBOGM. 105  

 The evaluation of genetically modifi ed organisms supported with scientifi c and 
technical evidence is done individually  case by case.  

 On April 9, 2010, the Mexican Government published a notice in the Federal 
Offi cial Journal announcing the application of the 2010 National Normalization 
Program. 106  This annual program seeks to reduce the number of NOMs and other 
regulations in an effort to promote more streamlined national regulations. 
Considering the importance of maize in Mexico as a centre of origin and the lack of 
an offi cial threshold for GMOs in Mexico, standardization of threshold for agricul-
tural products should be included in the National Normalization Program. Scientifi c 
authorities should reach consensus of the most convenient threshold for agricultural 
products in Mexico instead of case by case approach without any uniform standard, 
specifi cally for GMOs. 

 The recent entry in to force of the Law of Environmental Liability represents a 
big step for Mexico to have access to a suitable regime to address environmental 
damages. The concept of environmental damage, related to possible damages 
caused by GMO’s, has to be accurate to the context of possible damage in specifi c 
cases and further study of the applicable standard of liability shall be done. 

 The Mexican Biosafety legal framework is changing and adapting to develop and 
apply biotech products for the resolution of national problems and protection and 
sustainable use of species that have their centre of origin and genetic diversity in 
Mexico. 

 How to take advantages of every production system, including traditional, 
organic, and improved varieties including conventional and biotech will be critical 
to assure self-suffi ciency in key crops like maize.     
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